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DETAILED ACTION 

CONTINUED EXAMINATIONS 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 
1 .17(e) has been timely paid, the finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.1 14. Applicant's submission filed on 2/26/09 has been entered. 

Applicant's amendment in the reply filed on 1/28/09 is acknowledged. Claim 13 is 
cancelled. Claims 1-12, 14, and 15 arc pending. Claims 6-8, 12, 14, and 15 are withdrawn as 
they are directed toward a non-elected invention group. Claims 1-5, and 9-11 are examined 
on the merits. 

Any rejection that is not reiterated is hereby withdrawn. 

Claim Objections 

Claims 1-5, and 9-11 are objected to because of the following informalities: 
Claims 1 (line 1), 9 (line 3), 10 (line 3), and 1 1 (line 2) recite "Natural lycopene 

concentrate . . .", which is grammatically improper. Applicant is suggested to recite " A natural 

lycopene concentrate ..." instead. 

Claims 2-5 recite "Concentrate according to Claim 1 . . ." (line 1), which is grammatically 

improper. Applicant is suggested to recite "The concentrate according to Claim 1 . . ." instead. 
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All other cited claims depend directly or indirectly from objected claims and are, 
therefore, also, objected for the reasons set forth above. 

Claim Rejections -35 USC § 112, 1 st New Matter 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5, and 9-11 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. 

Claims 1, 9, 10, and 1 1 recite "natural lycopene concentrate that contains no solvent...", 
Although on page 7 of the specification (2 nd paragraph) from the bottom, it mentions "without 
using a solvent", However, on page 7 of the specification, example 1 explicitly recites "50 kg of 
tomato puree at pH 4.3 are mixed with 100 kg of demineralized water in a batch". It is noted that 
water is a solvent, thus Applicant does not have support for "contains no solvent". Especially 
considering that a natural lycopene concentrate inherently contains water, which is a solvent by 
itself. Maybe Applicant meant to say "contains no organic solvent". Therefore, Applicant fails to 
provide support regarding the description of "contains no solvent". Therefore, it is not 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, Applicant had possession of the "a natural lycopene concentrate that 
contains no solvent" in the invention. Thus, the subject matter of "contains no solvent" is a new 
matter that needs to be cancelled. 
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All other cited claims depend directly or indirectly from rejected claims and are, 
therefore, also, rejected under U.S.C. 1 12, first paragraph for the reasons set forth above. 

Claim Rejections -35 USC § 112, 2 nd 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-5, and 9-11 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1 (line 1), 9 (line 3), 10 (line 3), and 1 1 (line 2) recite "natural lycopene 
concentrate". The term "natural lycopene concentrate" in claims 1, and 9-11 is a relative term 
which renders the claim indefinite. The term "natural" is not defined by the claims, the 
specification does not provide a standard for ascertaining the requisite degree and one of 
ordinary skill in the art would not be reasonably appraisal of the scope of the invention. Thus, the 
metes and bounds of claims 1, and 9-1 1 are rendered uncertain by the phrase "natural lycopene 
concentrate " in claims 1 , and 9- 1 1 because "natural" could be a relative term. 

Claims below recite the following limitations in the claims, and there are insufficient 
antecedent basis for these limitations in the claims: 

"the use of a solvent" in claim 1, line 6; claim 9, line 9; claim 10, line 8; and claim 11, 

line 7. 
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"the ageing" in claim 9, line 1; claim 10, line 2. "The ageing" of the skin includes 
wrinkles, pigmentation, dullness, itching, or dryness etc, and it is not clear which sign of ageing 
Applicant is referring to. 

Therefore, the metes and bounds of claims are rendered vague and indefinite. The lack of 
clarity renders the claims very confusing and ambiguous since the resulting claims do not clearly 
set forth the metes and bounds of the patent protection desired. 

All other cited claims depend directly or indirectly from rejected claims and are, 
therefore, also, rejected under U.S.C. 1 12, second paragraph for the reasons set forth above. 

Claim Rejections -35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior lo the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 
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Claims 1, and 2 are rejected under 35 USC § 102 (b) as being anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Kawaragi et al (US 5,871, 574). 

Kawaragi et al teach the tomato concentrates contain richly such insoluble solid matters 
as pulp, polysaccharides and proteins and such soluble matters as sugars, acids (thus organic 
acids), and aromatic substances (col 1, lines 40-45). Kawaragi et al also teach 1,300 kg of tomato 
fruit (thus a lycopene-containing material) was washed and mashed in the usual ways, and after 
heated to 65 degree. C, squeezed by a finisher provided with a 0.5 mm screen (thus a solid- 
liquid separation) to obtain 1,150 kg of tomato juice (thus the concentrate is isolated from fibers 
and other insoluble compounds, thus is water-soluble at room temperature, thus a liquid) with a 
Brix degree of 5 and a lycopene content of 12 mg % (thus no solvent was used up to this point) 
(col 11, Example 14, lines 12-20). Kawaragi et al also teach the present invention, therefore, is 
intended to offer a method for producing, at high efficiency and by simple means, a tomato 
pigment of high purity and good color tone, which pigment has lycopene as its main component 
and is useful as a natural coloring matter for foods (thus a composition or dietary supplement 
which can be ingested orally in order to optimize the absorption of lycopene so as to induce 
photoprotection and thus slow the ageing of skin) or as a natural pigment for cosmetics such as 
rouge (thus slowing the ageing of the kin and/or combat skin damage which may be caused by 
exposure to ultraviolet light) or pharmaceutical products of non-official grade (col 2, lines 1-10). 
Kawaragi et al further teach said retentate contains an enriched lycopene complex which is very 
low in content of impurities, for example, high-molecular weight substances such as protein and 
low-molecular weight substances such as sugars, organic acids and amino-acids, but its color 
tone is not always satisfactory. Kawaragi et al further teach these methods, although capable of 
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removing the water-soluble impurities originating in feedstock tomato, is unable to eliminate the 
fat-soluble substances (thus a lipid compound) coexisting with lycopene, such as other 
carotenoid substances (thus a lipid compound) (col 4, lines 60-65).. 

As discussed above, the cited reference discloses a natural lycopene concentrate. Although 
the cited reference does not explicitly teach the claimed amount of protein, polysaccharide, 
organic acid, and lipid compounds, since the cited reference Kawaragi et al use the same plant 
material tomato as the specification (see page 7, Example 1) to start with, and use no solvent up 
to the above mentioned step, thus the lycopene concentrate would inherently contain the claimed 
amount of each component. Consequently, the claimed composition appears to be anticipated by 
the references. 

In the alternative, even if the claimed composition is not identical to the referenced 
composition with regard to some unidentified characteristics, the differences between that which 
is disclosed and that which is claimed are considered to be so slight that the referenced method is 
likely to inherently possess the same characteristics of the claimed method particularly in view of 
the similar characteristics which they have been shown to share. Thus, the claimed method 
would have been obvious to those of ordinary skill in the art with the meaning of U.S. C. 103. 

Accordingly, the claimed invention as a whole was at least prima facie obvious, if not 
anticipated by the reference, especially in the absence of sufficient, clear, and convincing 
evidence to the contrary. 

With respect to the art rejection above, please note that Patent and Trademark Office is 
not equipped to conduct experimentation in order to determine whether Applicants' method 
differs and, if so, to what extent, from that of discussed references. Therefore, with the showing 
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of the references, the burden of establishing non-obviousness by objective evidence is shifted to 
the Applicants. 

Claim Rejections -35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-5, and 9-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kawaragi et al as applied to claims 1 and 2 above, and further in view of Hamm et al (Hamm et 
al, Vitamin C content of thirty-six varieties of tomatoes, FASEB Journal, (1993) Vol. 7, No. 3-4, 
pp. A742), and Breton (US 2003/0027772). 

The teachings of Kawaragi et al are set forth above and applied as before. 

The teachings of Kawaragi et al do not specifically teach the claimed amount of lycopene 
in the concentrate, a cosmetic, a food composition comprising lycopene, lycopene concentrate 
contains vitamin E or vitamin C, or a dietary supplement containing doses of 0.001 to 100% of a 
concentrate comprising natural lycopene concentrate. 

As evidenced by Hamm et al, tomato contains vitamin C (see Title). 
Breton teaches a composition in soft capsules for chronological ageing and photo-ageing 
of the skin (see Abstract) comprising 40 mg soya oil, 85 mg wheat germ oil, 25 mg soya 
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lecithins, 3 mg natural tocopherols, 50 mg vitamin C, 5 mg lycopene, and 25 mg genistein (thus 
the totally lycopene percentage is 5 mg/233 mg =2.1%) ([0081], Example 2). 

It would have been prima facie obvious for one of ordinary skill in the art at the time the 
invention was made to use a cosmetic, a food, or a dietary supplement containing natural 
lycopene since Kawaragi et al teach lycopene is useful as a natural coloring matter for foods or 
as a natural pigment for cosmetics such as rouge or pharmaceutical products of non-official 
grade. It would also have been obvious for one of ordinary skill in the art to use a dietary 
supplement containing 2.1% natural lycopene from Breton since Breton teaches a composition in 
soft capsules for chronological ageing and photo-ageing of the skin containing 2.1% of lycopene, 
which falls into the claimed range of 0.001 to 100% of lycopene. 

Since both of the inventions yielded beneficial results for using lycopene, one of ordinary 
skill in the art would have been motivated to make the modifications to combine the two 
teachings together. 

Regarding the claimed amount of lycopene in the concentrate, the result-effective 
adjustment in conventional working parameters is deemed merely a matter of judicious selection 
and routine optimization which is well within the purview of the skilled artisan. It has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. The differences in 
concentration or temperature will not support the patentability of subject matter encompassed by 
the prior art unless there is evidence indicating such concentration or temperature is critical. 
"[W]here the general conditions of a claim are disclosed in the prior art, it is not inventive to 
discover the optimum or workable ranges by routine experimentation." In re Aller, 220 F.2d 454, 
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456, 105 USPQ 233, 235 (CCPA 1955). (Claimed process which was performed at a temperature 
between 40°C and 80°C and an acid concentration between 25% and 70% was held to be prima 
facie obvious over a reference process which differed from the claims only in that the reference 
process was performed at a temperature of 100°C and an acid concentration of 10%.); 
see also Peterson, 315 F.3d at 1330, 65 USPQ2d at 1382 ("The normal desire of scientists or 
artisans to improve upon what is already generally known provides the motivation to determine 
where in a disclosed set of percentage ranges is the optimum combination of percentages."); In re 
Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 1969) (Claimed elastomeric polyurethanes 
which fell within the broad scope of the references were held to be unpatentable thereover 
because, among other reasons, there was no evidence of the criticality of the claimed ranges of 
molecular weight or molar proportions.). For more recent cases applying this principle, see 
Merck & Co. Inc. v. Biocraft Laboratories Inc., 874 F.2d 804, 10 USPQ2d 1843 (Fed. Cir.), cert, 
denied, 493 U.S. 975 (1989); In re Kulling, 897 F.2d 1 147, 14 USPQ2d 1056 (Fed. Cir. 1990); 
and In re Geisler, 1 16 F.3d 1465, 43 USPQ2d 1362 (Fed. Cir. 1997). see MPEP § 2144.05 part II 
A. Although the prior art did not specifically disclose the amounts of lycopene, it would have 
been obvious to one of ordinary skill in the art at the time Applicants' invention was made to 
determine all operable and optimal concentrations of components because concentrations of the 
claimed components are art-recognized result effective variables, which would have been 
routinely determined and optimized in the pharmaceutical art. 

From the teachings of the references, it is apparent that one of the ordinary skills in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
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Thus, the invention as a whole is prima facie obvious over the references, especially in the 
absence of evidence to the contrary. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Qiuwen Mi whose telephone number is 571-272-5984. The 
examiner can normally be reached on 8 to 5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Qiuwen Mi/ 

Examiner, Art Unit 1655 



